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paper it would appear to be roost efficient considered a!ong ~Hh ft. pending claims. Claims 
63 72 74 7« 80 82 and 94-97 are cancelled without prejudice pursuant to the Examiner s 
^cnon'rcuirementandApphcanta- election of invention. The amendment to fteelatmshas 

b«^t»^ft.*^"»«* fcl " to ^*^ i, ™r. 

^entdirectedtomeclaimedsubjectmatter. Tr. claims are directed to a method for elating 

ftefather-s antigens, which would ofcerwise complicate fertility. Support forth. amendmen <o 
me claims canhefoundtiroughoutfteorigrnallyfiiedspecincation and claims and mpamcular, 

condition for allowance. 

TheExarninerhasobjectedtoar^orr^^ 
originauy fled application under 35 U.S.C. §§ U2. firs, and second paragraphs as well as 103. 
Appiicants have either addressed the Examiner's concerns such ft. rhey have been motted by 

in the following sections. 

Thr Hlrif " ri "T? tn the Specification 

TheExarntoraisesanumberofweU-^ 
specified in me office action on page 3 . Applicants have endeavor* to address ft. E_ s 
liectionsbyamendingftespecincationaccordmgl, 
JrenectprioHty^ftecor^dingPCTappHcnonPCT^SOOM, 

„f the disclosure. W«h respect to the drawtags/figures, substitute formal drawtngs w,U be 
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submitted at 



the appropriate timeprior toot at payment ofthe issue fee. 



tv^ ^1 1 7 Firs t Purrr^ F eiectiQn 

• *a 4h. arieinallv filed claims under 35 U.S.C. §112, first 

teachings of the specification with respect tt> the use of TGFP,, which the 

^lenab^.ofth.c^wi^respect^fha.iso.yoe.dsosuppott 

^ supports the emblement Applicants accordingly have 

^.MementforthecloselyrelatedisotypesofTGF^andTMPj. «PP 
enablement wrurew CT rt" hut have maintained 

, r . ;„ ,h. claims to "derivatives and analogs of TGF , but nave m« 

reference to isotypes of Tt5F ^ ~* expected to be useful and to work in the present 

S pecfficauonatpage6,l.ne S n-24).sreWly xp _. lcment ofthe instant 

■ m «on Moreover to the efflent that the Bannner accepts the enablemen 
tnvenhon. Mo«o er, m ^ fiMuonofm epre^t teachings c«. only be seen as 

application with respect to TGFp,, mooureau 

withtoreorirements of 35 U.S.C. §112, firs, paragraph. 
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.heExanuMr'^ecfonrnflusteg^- ^ obvialing th. Examiner's rejection 

of these two claims that they are identical. 
T h t Ijirn? Section 

■ • s ,o 5 TeiectiontheExandaerhadrejectedtheorigmalclaims 
as^~ F ^;^ ^^^.^Examinerci^Bemhergfcr 

mucosal surface. 

^eanaio^TGFP, — -.---^ 

= = = = = = = = = — 

Bas.up.n.c^o^-Bxaminer^^i.^--^ 
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methods. App^^ny^v-^^s^on. 

one or more M« »f • ttMec , M paternal antigens * 

^oo comprising exposing to ptospcCv. mother - • * 

• „ *TOFB the method leading to tolerance to the paternal arag 
combtoattonwithTOFP-themetn ,,. reao ^ y submitted that the claimed 

of me symptoms of the infertility condmon. 1. is respectmUy « 
Mention is not **» over me cited disclose. 

rafterisnotpri.^arttothepresentmvention.masmuchasCSaner 
IntnefiistmstatKe.Gaflerisnotpno 

^ati-cr f-rtiiitv conditions, inconirasi, jt^hx & 
a method of assisting inb « fertility con ^ ^ 

^anonofmep^nctionof^blastfib^necan.oass.st^th 

concepts 

— ■sr.ssi— 
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, • MWarifls adverse immunological reachons. Feuibergaow 

the benefit he has found, Le, increased adherence. 

^ «n the one hand to induce fibronectin production when 

TGFP. The F«riber g uwenhon •■«— » . . . ^ ^.ion A second and 

even more substantial differ in the «s»es of — enng TOP 

iwlU ee tolerance, urp— . Femberg aUudes to concentrations of TGFpwluch 

to cohunn 6, toes 33 <o 4! of Feinberg, to concentrations are represented in the 

following terms: Q * to 

TGFb are administered to a conceptus. 
surfaces, TOF P was used a, a final eventration of 1 ng/nu (sec column 10, Une 3 
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*A in Examole 6 the present invention requires that at least 10 ng of 
In contrast, as presented in Example o, me P p= 

SWMy, Renins «° TaWe 1 on page 8. I— ""OF? used were 

va^a^noffcespeci.,.^^ 
JLa^cee^isin^^^^ 

over . orierCxaagnftude ^^n.h.ve.y highest W conflated byFemberg. 
the teachings of Feinberg. 

A ^«r»nt Tesoecttullv asserts that the claims set forth in the 
For the above reasons, Applicant respectruuy ^« • 
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Applicant has ca.ce.lcd 10 claims (decent ) and added no claims. No fee is behoved 
due f„ r «hc presentation of this amendment. Pieasc c^i. any overmen, or charge any fee due 
to Deposit Accoun.No. 04-0838. Apennonestabtishinssmafl M» is on file mttus 
appUcation. An appendix evidencing the amendments to the claims and specification is attached 



hereto. 



Dated 




Respectfully submitted, 
Colec 




708 Third Avenue, 14th Floor 
New York^Tew York 10017-4101 
(212) 679-0090 

CERTIFICATE OF FACSIMILE TRANSMISSION 



1 hereby certify that this 
toEjiAinerP.Hu: 
Jufeftfi2001 





.pondence is being sent by facsimile transmission 
fnited States Patent Office, Group Art Unit 1644 on 



32,559) 
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Appendix 

Amendments 

fti the Spec ification: 

At page 1, after the title of the application, please insert the following: 

^ elat ^stpH^on is a §371 filing of PCT/AU98/00X49 (WO 98/39021), filed 3/6/98.- 
On page 7, line 7, change "antigen" to -antigens-. 

On page 15, line 22, change "presence of absence" to -presence or absence-. 
On page 21, line 4, change "37oC" to -37°C~. 

Please insert the following paragraph on a separate page after the claims: 

TTlfreA The fol lowing abstract should be inserted at the end of the specification (claims): 

ABSTRACT 

A method of treating an infertility condiiton in humans or mammals, by exposure of a 
prosective mother to TGF0 . The exposure is advantageously in conjunction with one or more 
antigens of a prospective father so that a hyporesponsive immune reaction is mounted to the one 
or more antigens of the prospective father. 

|n the Claims: 

f lease anient fr e claims ns follows: 

50. A method of [treating an infertility condition in a human or mammal by exposure of] 
^j ^n;^ reaction in a prospective niamrnslian mother to one or more antigens of a 
prospective father T ~ -n-ii* svrnntorm of ,n infertility conditioned method coxop risjag 
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substantially purified TGF P [ or an effective derivative or analog thereof before attempted 
conception to elicit an immune reaction leading] ^ <° toleranM to "* ° M 

more antigens [to thereby alleviate] ^k^M symptoms of the infertility conation. 



or 



51 (Amended) The method according to [A method of treating an infertility condition as 
in] claim 50] wherein a mucosal surface of the prospective mother is exposed to one or more 

antigens. 

52 (Amended) The method according to [A method of treating an infertility condition as 
in] claim 51 wherein the mucosal surface is selected from the group comprising an oral mucosal 
surface, a respiratory mucosal surface, a gastrointestinal mncos.1 surface or . genital mucosal 

surface. 

53. (Amended) The method according to [A method of treating an fertility condition as 
in] claim 51 wherein the mucosal surface is a genital mucosal surface. 

54 (Amended) The method according to[ A method of treating an infertility condition as 
in] claim 5 1 wherein the one or more antigens and TGFP [or derivative or analog thereofl is 

injected for systemic contact. 

55 (Amended) The method according to [A method of treating an infertility condition as 
in] claim 51 wherein the TGFP [or derivative or analog thereof] and the one or more antigens are 

administered at one site. 

56 (Amended) The method accordingto [A memod of treatmg an infertiUty condition as 
in] claim 5 1 wherein the TGFP [or derivative or analog thereof] and the one or more antigens are 
each adniinistered at a first site and a different site respectively. 
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57. (Amended) The method according to [A method of treating an infertility condition as 
in] claim 50 wherein the TGF P [or derivative or analog thereof] and the one or more antigen are 
administered temporarily spaced apart. 

58 (Amended) The method according to[ A method of treating an mfertiUty condition as 
in] claim 57 wherein the one or more antigens are administered subsequent to an adrninistotion 
of the TGFp tor derivative or analog thereof]. 

59 (Amended) Tie method according to [A method of taring an Motility condition as 
i„] claim 57 therein the one or more antigen, are administered first followed by admitustration 
of TGFP [or derivative or analog thereof]. 

60. (Amended) The method according to [A method of treating an infertility condition as 
in] claim 50 wherein the one or more antigens are chosen as a result of being particularly 
antigenic and prominent either on the sperm, or on the conceptus. 

61 (Amended) The method according to [A method of treating an fertility condition as 
in] claim 50 wherein the one or more antigens are present on cells taken from the prospective 
father that contain MHC antigens. 

62. (Amended) The method according to [Amethod of treating an infertility condition as 
in] claim 6 1 wherein the antigen is an MHC I antigen of the prospective father. 

63. Cancelled. 

64 (Amended) Ik. memod according to [A method of treating an infertility condition as 
in] claim 50 wherein the one or more antigens are administered on sperm cells of the prospect 

A20-005.amd " 18 " 
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father. 



65 (Amended) The method a«o^g to [A r^od of t>«tmg an inl^ty coition as 
in] data. [SO] 51 wherein .he one or more antigens are administered on sperm cells of the 

prospective father. 

66 (Amended) The method according to [A method of treating an infertility condition as 
in] claim 50 wherein me one or m«e antigens are presented in purified or sensed form. 

67 (Amended) The memod according to [A method of treating an infertility condition as 
m]claim 66wherein.hepunfiedorsemi.purifiedoneormore antigens are presented on inert or 

adjuvant carriers, 

68 (Amended) The method according to (A method of treating an infertility condition as 
^clatoSlwhercinhunransarcbemg^ 

and the level of TGFP is greater than 50 ng/mL with . total dose of 150 ng/mL. 



69 (Amended) The method according to [A method of treating an infertility condition as 
m] claim51 whereinthemucosal surface is exposedtoaconce.ti.tionofTGFpofb^eemOO 
and 400 ng/mL with a total dose of between 100 to 2000 ng. 



70 (Amended) The memod according to [A memod of treating an infertility condition as 
in) claim 50 wherein the TGFp [or derivative or analog thereof] is supplied in a slow release 



form. 



in] claim 50 wherein the exposure of the one ox more antigens is to the prospective mother's 
genital tract in the form of the prospective fame* ejaculate, and the level of exposure ,s 



.10. 
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detonnined by the cell count and antigenic density on the surface of such cells. 



72. Cancelled. 



,3. Amethod of mating an infertility condition as in claim 50 whereinure TGFP is 
selected fern, the group anasjBg of TGFP,, TGFP, and TGFP,. 

74. Cancelled. 

75 . (Amended) The memod aecordmg to [A method of bating an infertility condition as 
in] claim 50 wherein to TGFP is modified. 

76 (Amended) The method according to [A meu^ of treating an infertility condition as 
m] claim 75 wherein the modification [is selected «rom the group comprising] SMS 

incorporated into another protein]. 

77 (Amended) The memod according to [A method of treating an infertility condition as 
ip jd-»50-l^taTO»t«d-l^«^«^ b »-^ ,,r ' l " TaFP 

superfamily. 

78. Cancelled. 

,9. (Amended) The method according to [A method of treating an infer*.* condition as 
] claim 50 wherein TGFP is administered in its active form. 



in 



80. Cancelled. 
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n (Amend*) II. method ^cording to [A method of treating an infertility condition a, 



TGFp. 

82. Cancelled 



83 t^i*.**.^*!^*^-^;^" 

TGFP to active TGFP, and the me*«d of ^ **- — — ° f 80 " 



increase 



the level of active TGFP- 



in TGFP- 

ra] data, 84 wherein tie TGF P is administered in the form of platelets. 

multiple exposure. 

Wdto « — *^^^^'- fa ^" ,r,,-Bd * ,,,,,,,, 

least three months prior to attempted conception. 

«. (Amended) Xhem^accordn.to [ArneU.odof^a.^condidonas 

-21- 
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to] data 50 wherein humans are bring treated and exposure is at kast on. week before 

conception is attempted. 

89. (Amende* The method according to [A method of treating an infertility condition as 
in] claim 50 wherein the exposure is before attempted conception. 



90. 



) (Amer^) The mefcod aceordmg 
in] claim 50 wherein administration ofTGFP [or derivative or analog thereof] and the one or 
more antigen occurs at least once after the prospective date of conception. 

91 (Amended) The method acceding to (A method of treating an infertility condition as 
m] cUim 90 wherein the exposure continues over aperiod of the firs. 12 weeks of pregnancy. 

92 (Amended) The method according to [A method of treating an infertility condition as 
in] cUm 50 first including the step of diagnosing or testing whether the male has adequate levels 
of TGFp or the female has the capacity to activate TGFp\ or alternatively whether anti-sperm 

antibodies exist. 

93 (Amended) Tta method according to [A met^ 

response is elicited before transfer of the conceptus or gametes is attempted. 



94. Cancelled. 

95. Cancelled. 

96. Cancelled. 
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97. Cancelled. 
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